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(4) Outcome measure data elements,
as described in §418.54(e) of this sub-
part.

(5) Physician certification and recer-
tification of terminal illness as re-
quired in §§418.22 and 418.25 and de-
scribed in §§418.102(b) and 418.102(c) re-
spectively, if appropriate.

(6) Any advance directives as de-
scribed in §418.52(a)(2).

(7) Physician orders.

(b) Standard: Authentication. All en-
tries must be legible, clear, complete,
and appropriately authenticated and
dated in accordance with hospice pol-
icy and currently accepted standards of
practice.

(c) Standard: Protection of information.
The clinical record, its contents and
the information contained therein
must be safeguarded against loss or un-
authorized use. The hospice must be in
compliance with the Department’s
rules regarding personal health infor-
mation as set out at 45 CFR parts 160
and 164.

(d) Standard: Retention of records. Pa-
tient clinical records must be retained
for 6 years after the death or discharge
of the patient, unless State law stipu-
lates a longer period of time. If the
hospice discontinues operation, hospice
policies must provide for retention and
storage of clinical records. The hospice
must inform its State agency and its
CMS Regional office where such clin-
ical records will be stored and how
they may be accessed.

(e) Standard: Discharge or transfer of
care. (1) If the care of a patient is
transferred to another Medicare/Med-
icaid-certified facility, the hospice
must forward to the receiving facility,
a copy of—

(i) The hospice discharge summary;
and

(ii) The patient’s clinical record, if
requested.

(2) If a patient revokes the election of
hospice care, or is discharged from hos-
pice in accordance with §418.26, the
hospice must forward to the patient’s
attending physician, a copy of—

(i) The hospice discharge summary;
and

(ii) The patient’s clinical record, if
requested.
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(3) The hospice discharge summary as
required in paragraph (e)(1) and (e)(2)
of this section must include—

(i) A summary of the patient’s stay
including treatments, symptoms and
pain management.

(ii) The patient’s current plan of
care.

(iii) The patient’s latest physician or-
ders. and

(iv) Any other documentation that
will assist in post-discharge continuity
of care or that is requested by the at-
tending physician or receiving facility.

(f) Standard: Retrieval of clinical
records. The clinical record, whether
hard copy or in electronic form, must
be made readily available on request
by an appropriate authority.

§418.106 Condition of participation:
Drugs and biologicals, medical sup-
plies, and durable medical equip-
ment.

Medical supplies and appliances, as
described in §410.36 of this chapter; du-
rable medical equipment, as described
in §410.38 of this chapter; and drugs and
biologicals related to the palliation
and management of the terminal ill-
ness and related conditions, as identi-
fied in the hospice plan of care, must
be provided by the hospice while the
patient is under hospice care.

(a) Standard: Managing drugs and
biologicals. (1) The hospice must ensure
that the interdisciplinary group con-
fers with an individual with education
and training in drug management as
defined in hospice policies and proce-
dures and State law, who is an em-
ployee of or under contract with the
hospice to ensure that drugs and
biologicals meet each patient’s needs.

(2) A hospice that provides inpatient
care directly in its own facility must
provide pharmacy services under the
direction of a qualified licensed phar-
macist who is an employee of or under
contract with the hospice. The pro-
vided pharmacist services must include
evaluation of a patient’s response to
medication therapy, identification of
potential adverse drug reactions, and
recommended appropriate corrective
action.

(b) Standard: Ordering of drugs. (1)
Only a physician as defined by section
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1861(r)(1) of the Act, or a nurse practi-
tioner in accordance with the plan of
care and State law, may order drugs
for the patient.

(2) If the drug order is verbal or given
by or through electronic trans-
mission—

(i) It must be given only to a licensed
nurse, nurse practitioner (where appro-
priate), pharmacist, or physician; and

(ii) The individual receiving the
order must record and sign it imme-
diately and have the prescribing person
sign it in accordance with State and
Federal regulations.

(c) Standard: Dispensing of drugs and
biologicals. The hospice must—

(1) Obtain drugs and biologicals from
community or institutional phar-
macists or stock drugs and biologicals
itself.

(2) The hospice that provides inpa-
tient care directly in its own facility
must:

(i) Have a written policy in place
that promotes dispensing accuracy;
and

(ii) Maintain current and accurate
records of the receipt and disposition of
all controlled drugs.

(d) Standard: Administration of drugs
and biologicals. (1) The interdisciplinary
group, as part of the review of the plan
of care, must determine the ability of
the patient and/or family to safely self-
administer drugs and biologicals to the
patient in his or her home.

(2) Patients receiving care in a hos-
pice that provides inpatient care di-
rectly in its own facility may only be
administered medications by the fol-
lowing individuals:

(i) A licensed nurse, physician, or
other health care professional in ac-
cordance with their scope of practice
and State law;

(ii) An employee who has completed
a State-approved training program in
medication administration; and

(iii) The patient, upon approval by
the interdisciplinary group.

(e) Standard: Labeling, disposing, and
storing of drugs and biologicals—(1) La-
beling. Drugs and biologicals must be
labeled in accordance with currently
accepted professional practice and
must include appropriate usage and
cautionary instructions, as well as an
expiration date (if applicable).

§418.106

(2) Disposing. (i) Safe use and disposal
of controlled drugs in the patient’s
home. The hospice must have written
policies and procedures for the man-
agement and disposal of controlled
drugs in the patient’s home. At the
time when controlled drugs are first or-
dered the hospice must:

(A) Provide a copy of the hospice
written policies and procedures on the
management and disposal of controlled
drugs to the patient or patient rep-
resentative and family;

(B) Discuss the hospice policies and
procedures for managing the safe use
and disposal of controlled drugs with
the patient or representative and the
family in a language and manner that
they understand to ensure that these
parties are educated regarding the safe
use and disposal of controlled drugs;
and

(C) Document in the patient’s clin-
ical record that the written policies
and procedures for managing con-
trolled drugs was provided and dis-
cussed.

(ii) Disposal of controlled drugs in
hospices that provide inpatient care di-
rectly. The hospice that provides inpa-
tient care directly in its own facility
must dispose of controlled drugs in
compliance with the hospice policy and
in accordance with State and Federal
requirements. The hospice must main-
tain current and accurate records of
the receipt and disposition of all con-
trolled drugs.

(3) Storing. The hospice that provides
inpatient care directly in its own facil-
ity must comply with the following ad-
ditional requirements—

(i) All drugs and biologicals must be
stored in secure areas. All controlled
drugs listed in Schedules II, III, IV, and
V of the Comprehensive Drug Abuse
Prevention and Control Act of 1976
must be stored in locked compartments
within such secure storage areas. Only
personnel authorized to administer
controlled drugs as noted in paragraph
(d)(2) of this section may have access
to the locked compartments; and

(ii) Discrepancies in the acquisition,
storage, dispensing, administration,
disposal, or return of controlled drugs
must be investigated immediately by
the pharmacist and hospice adminis-
trator and where required reported to
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the appropriate State authority. A
written account of the investigation
must be made available to State and
Federal officials if required by law or
regulation.

(f) Standard: Use and maintenance of
equipment and supplies. (1) The hospice
must ensure that manufacturer rec-
ommendations for performing routine
and preventive maintenance on durable
medical equipment are followed. The
equipment must be safe and work as in-
tended for use in the patient’s environ-
ment. Where a manufacturer rec-
ommendation for a piece of equipment
does not exist, the hospice must ensure
that repair and routine maintenance
policies are developed. The hospice
may use persons under contract to en-
sure the maintenance and repair of du-
rable medical equipment.

(2) The hospice must ensure that the
patient, where appropriate, as well as
the family and/or other caregiver(s),
receive instruction in the safe use of
durable medical equipment and sup-
plies. The hospice may use persons
under contract to ensure patient and
family instruction. The patient, fam-
ily, and/or caregiver must be able to
demonstrate the appropriate use of du-
rable medical equipment to the satis-
faction of the hospice staff.

(3) Hospices may only contract for
durable medical equipment services
with a durable medical equipment sup-
plier that meets the Medicare
DMEPOS Supplier Quality and Accred-
itation Standards at 42 CFR 424.57.

§418.108 Condition of participation:
Short-term inpatient care.

Inpatient care must be available for
pain control, symptom management,
and respite purposes, and must be pro-
vided in a participating Medicare or
Medicaid facility.

(a) Standard: Inpatient care for symp-
tom management and pain control. Inpa-
tient care for pain control and symp-
tom management must be provided in
one of the following:

(1) A Medicare-certified hospice that
meets the conditions of participation
for providing inpatient care directly as
specified in §418.110.

(2) A Medicare-certified hospital or a
skilled nursing facility that also meets
the standards specified in §418.110(b)
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and (e) regarding 24-hour nursing serv-
ices and patient areas.

(b) Standard: Inpatient care for respite
purposes. (1) Inpatient care for respite
purposes must be provided by one of
the following:

(i) A provider specified in paragraph
(a) of this section.

(ii) A Medicare or Medicaid-certified
nursing facility that also meets the
standards specified in §418.110(e).

(2) The facility providing respite care
must provide 24-hour nursing services
that meet the nursing needs of all pa-
tients and are furnished in accordance
with each patient’s plan of care. Each
patient must receive all nursing serv-
ices as prescribed and must be kept
comfortable, clean, well-groomed, and
protected from accident, injury, and in-
fection.

(c) Standard: Inpatient care provided
under arrangements. If the hospice has
an arrangement with a facility to pro-
vide for short-term inpatient care, the
arrangement is described in a written
agreement, coordinated by the hospice,
and at a minimum specifies—

(1) That the hospice supplies the in-
patient provider a copy of the patient’s
plan of care and specifies the inpatient
services to be furnished;

(2) That the inpatient provider has
established patient care policies con-
sistent with those of the hospice and
agrees to abide by the palliative care
protocols and plan of care established
by the hospice for its patients;

(3) That the hospice patient’s inpa-
tient clinical record includes a record
of all inpatient services furnished and
events regarding care that occurred at
the facility; that a copy of the dis-
charge summary be provided to the
hospice at the time of discharge; and
that a copy of the inpatient clinical
record is available to the hospice at the
time of discharge;

(4) That the inpatient facility has
identified an individual within the fa-
cility who is responsible for the imple-
mentation of the provisions of the
agreement;

(5) That the hospice retains responsi-
bility for ensuring that the training of
personnel who will be providing the pa-
tient’s care in the inpatient facility
has been provided and that a descrip-
tion of the training and the names of

232



		Superintendent of Documents
	2014-08-26T17:28:20-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




